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Disposition of Claims 

4) ^ Claim(s) 1.3.5.7 and 11-14 is/are pending in the application. 
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DETAILED ACTION 

Applicant's Amendment filed November 25, 2008 has been received and entered 
into present application. No claims were canceled or added, thus claims 1 , 3, 5, 7, and 
11-14 are still pending. 

Applicants' arguments, filed November 25, 2008, have been fully considered but 
they are not deemed to be persuasive. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The following rejections and/or objections 
are either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. 

In the previous rejection mailed August 25, 2008, claim 1 was rejected for 
containing new matter because "to those patients whose CYP3A levels indicate 
formation of a metabolite of nemorubicin more active than nemorubicin" is not supported 
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in the originally filed disclosure. Applicants have argued that the experimental section 
(pages 2-4) teaches that only CYP3A4 metabolizes nemorubicin and that the 
metabolism of nemorubicin correlates with CYP3A4 levels (page 3). They further argue 
that since CYP3A levels correlate with the metabolites of nemorubicin that "by common 
sense" this includes the more active metabolite of nemorubicin. This argument is 
confusing because nowhere has applicant indicated that there was ever disclosure of 
the fact that CYP3A levels indicate formation of a metabolite that is more active than 
nemorubicin. CYP3A levels indicate that nemorubicin is being metabolized, and in 
other parts of the specification applicant indicates that some metabolites of nemorubicin 
are more potent than nemorubicin but nowhere is the idea that the CYP3A level 
indicates formation of a more active metabolite ever presented and is thus new matter. 
Applicant's arguments were carefully considered but not found to be persuasive and 
thus the rejection of claim 1 is maintained. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1 , 3, 5, 7, and 11-14 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Collins et al. (Cytochrome P-450...) in view of Beulz-Riche et al. 
(Effects of paclitaxel...), in further view of Pacciarini et al. (WO 00/15203), each already 
of record in pages 3-5 of the previous action mailed August 25, 2008, of which reasons 
are herein incorporated by reference. 

In the previous rejection, claims 1, 3, 5, 7, and 11-14 were rejected over Collins 
et al. in view of Beulz-Riche et al. in further view of Pacciarini et al. The claims remain 
the same and the rejection still applies as detailed in the office action of August 25, 
2008. Applicant has argued that Collins et al. is inappropriate because it teaches a 
method that measures CYP3A levels to screen patients who are too sensitive to 
docetaxel whereas applicant's invention is using CYP3A levels to optimize therapy with 
nemorubicin. This argument is not found persuasive because Collins et al. is relied 
upon for teaching that drugs which are metabolized by CYP3A (such as docetaxel and 
nemorubicin) can be evaluated by CYP3A levels to determine how fast a patient is 
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metabolizing that drug. The fact that Collins et al. is using this to determine patients who 
metabolize something too fast versus the appropriate rate is not an issue because the 
teaching that one of ordinary skill in the art at the time of the invention would take away 
from Collins et al. is that CYP3A levels can be used to measure the metabolism of the 
drug. One of ordinary skill in the art at the time of the invention would have recognized 
that the method of Collins et al. could be used for other drugs that are known to be 
metabolized by CYP3A and that it could be used to identify slow, proper, and too rapid 
metabolization of a drug. 

Applicant has made the argument that the effectiveness of a method of 
individualizing doses of an anticancer drug according to the levels of the metabolizing 
enzyme, depends on the type of anticancer drug, the nature of the metabolite of the 
same drug, and the intended mechanism of the treatment and that if one of these 
factors is different from one art to the other that one of skill in the art would be "unable 
to utilize the same method as in the prior art to effect the intended method'. The last 
statement of this argument is confusing and it is not clear what applicant is attempting to 
argue. It appears that applicant is saying that since all three of the above conditions 
mentioned are not the same in Collins et al. and the instant invention that it does not 
make the invention obvious. However, this argument is not found persuasive because 
the method of Collins et al. is not relied upon to teach the entire claimed method, only 
the step of determining the amount of rate of a drug metabolized by CYP3A by 
measuring said levels. This could easily and clearly be used for another drug, and the 
motivation to use such a method to individualize a drug treatment is well known in the 
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art, and was discussed in the previous office action. The fact that the metabolite of 
Collins et al. is inactive and that the metabolite of nemorubicin is more active is not 
something which would lead one of ordinary skill in the art to discount the method of 
Collins et al. as it is the amount of the drug being metabolized that is key to the 
measurement not the effect afterwards. The key idea taught by Collins et al. is that that 
one can measure the CYP3A levels and determine how much/fast a drug is being 
metabolized by the particular patient since metabolization varies greatly from patient to 
patient. 

Applicant's arguments were carefully considered but not deemed persuasive and 
thus the rejection of claims 1 , 3, 5, 7, and 1 1 -1 4 is maintained. 

Conclusion 

Rejection of claims 1 , 3, 5, 7, and 1 1-14 is deemed proper and is maintained. 
No Claims of the present application are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Meghan Finn whose telephone number is (571) 270- 
3281 . The examiner can normally be reached on 9:30am-7pm Mon-Thu, 9:30am-6pm 
Friday (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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